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RE: Docket No. 00D-0053; “Reprocessing and Reuse of Single-Use Devices:
Review Prioritization Scheme” and “Enforcement Priorities for Single-
Use Devices Reprocessed by Third Parties and Hospitals”

The American College of Cardiology (ACC) is pleased to offer its comments on the
Food and Drug Administration’s (FDA) two draft guidance documents,
“Reprocessing and Reuse of Single-Use Devices: Review Prioritization Scheme”
and “Enforcement Priorities for Single-Use Devices Reprocessed by Third Parties
and Hospitals,” as announced in the February 11, 2000 Federal Register (65 Fed
Reg 7027). :

The ACC is a 24,000-member non-profit professional medical society and teaching
institution whose purpose is to foster optimal cardiovascular care and disease
prevention through professional education, promotion of research, leadership in the
development of standards and guidelines, and the formulation of health care policy.
The College represents more than 90 percent of the cardiologists practicing in the
United States.

The ACC supports the FDA’s efforts to provide regulatory oversight to ensure that
medical devices are reprocessed in such a way as to ensure their sterility and
functionality. The ACC’s interest in medical device reprocessing and reuse grows
out of its concern for patient safety and the promotion of quality cardiovascular care.
For more than 20 years, cardiovascular specialists have been safely using
reprocessed electrophysiology (EP) catheters to treat their patients. EP catheters,
used in the diagnosis and treatment of heart rhythm disorders, have been proven to
be safe, effective, and cost efficient when properly reprocessed and reused.

The ACC endorses the comments of the North American Society of Pacing and
Electrophysiology (NASPE), which are attached. Like NASPE, we urge the FDA
to consider the body of peer-reviewed evidence available regarding the reuse of
electrophysiology catheters in devising its final regulatory guidance documents.
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The mission of the American College of Cardiology is to foster optimal cardiovascular care and disease prevention through professional
education, promotion of research, leadership in the development of standards and guidelines and the formulation of health care policy.
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